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Setence and Kegulatory Consultants

May 12. 2015

Ms. Shaja Joyner

U.S. Environmental Protection Agency
Document Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Dr.

Arlington, VA 22202

Re:  Prohexadione Calcium Technical (EPA Reg. No. 62097-42)
Submission of final printed label

Dear Ms. Joyner:
On behalf of Fine Agrochemicals Ltd., attached is one copy of the final printed label.
consistent with the Agency’s December 17, 2014 Registration Notice. for Prohexadione
Calcium Technical.
Should you have any questions, please let me know.

Sincerely,

Frederick T. Smith

Senior Regulatory Special

Enclosure

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com















- O

U.S. ENVIRONMENTAL PROTECTION AGENCY EPAReg i r: ite of Issuance:
Office of Pesticide Programs
Registration Division (7505P) 62097-42 12/17/2014
1200 Pennsylvania Ave.. N.W.

Washington, D.C. 20460
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NOTICE OF PESTICIDE:
_X Registration -
__ Reregistration Conditional

Term of Issuance:

(under FIFRA, as amended)
Name of Pesticide Product:

Prohexadione Calcium Technical

Name and Address of Registrant (include ZIP Code):

Fine Agrochemicals Limited E-Mailed to:
Hill End House Fred Smith, Agent for Fine Agrochemicals Limited
Whittington, Worcester SciReg, Inc.
UK WRS5 2RQ 12733 Directors’s Loop
Woodbridge, VA 22192

Note: Changes in labeling differing in substance from that accepted in connection with this registration must be submitted to and accepted by the

Registration Division prior to use of the label in commerce. In any correspondence on this product always refer to the above EPA registration number.

On the basis of information furnished by the registrant, the above named pesticide 1s hereby registered
under the Federal Insecticide, Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. In order to protect health and the environment, the Administrator, on his motion, may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any
name in connection with the registration of a product under this Act is not to be construed as giving the
registrant  right to exclusive use of the name or to its use if it has been covered by others.

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(A). You must
comply with the following conditions:

1. Submit and/or cite all data required for registration/reregistration/registration review of your

product under FIFRA when the Agency requires all registrants of similar products to submit such
data.

Date:

12/17/2014
vision (7505P)

EPA Form 8570-6
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EPA Reg. No. 62097-42

2. Your data citations on the data matrix for this product are required to satisty the data
requirements described in the DCI identified below:

a. Prohexadione calcium GDCI-112600-1313

You must comply with all of the data requirements within the established deadlines. If you have
questions about the Generic DCI listed above and in the link below, you may contact the
Chemical Review Manager in the Pesticide Reevaluation Division:

http://www.epa.gov/oppsrrd l/contacts prd.htm
http://www.regulations.gov/#!documentDetail:D=EPA-HQ-OPP-2012-0870-0012

3. The data requirements for storage stability and corrosion characteristics (Guidelines 830.6317
and 830.6320) are not satisfied. A one year GLP study is required to satisfy these data
requirements. You have 12 months from the date of registration to provide these data.

4. Make the following label changes before you release the product for shipment:
Revise the EPA Registration Number to read, “EPA Reg. No. 62097-42."

5. Submit one copy of the final printed label before you release the product for shipment.

Should you wish to add/retain a reference to the company's website on your label, please be aware that
the website becomes labeling under FIFRA and is subject to review by the Agency. If the website is
false or misleading, the product would be misbranded and unlawful to sell or distribute under FIFRA
section 12(a)(1)(E). 40 CFR 156.10(a)(5) list examples of statements EPA may consider false or
misleading. In addition, r«  wrdless of whether a website is referenced on your product's label, claims
made on the website may not substantially differ from those claims approved through the registration
process. Therefore, should the Agency find or if it is brought to our attention that a website contains
false or mi ading statements or claims substantially differing from the EPA approved registration, the
website will be referred to the EPA's Office of Enforcement and Compliance.

If you fail to satisty these data requirements, EPA will consider appropriate regulatory action including,
among other things, cancellation under FIFRA section 6(¢). Your release for shipment of the product

constitutes acceptance of these conditions. A stamped copy of the label is enclosed for your records.
Please also note that the record for this product currently contains the following CSFs:

e Basic CSF dated January 15, 2014

If you have any questions, please contact me at (703> *"¢ 8442 --*" % Pepa.gov.

ager 22
y05P)

Enclosure-approved label
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DP BARCODE No.: 418727; FILE SYMBOL No.: 62097-UE; PRODUCT NAME: Prohexadione Calcium
Technical; DECISION No.: 487223; PC Code(s): 112600; ACTION CODE: R334; FOOD Use: Yes

DATE: December 16, 2014
SUBJECT: Product Chemistry Review of “Prohexadione Calcium Technical”
l"\ A
FROM: Debra Rate, Ph.D. /J : ) o - )7 // / £ ﬁ
. . i 2 /
Biologist -yl

[
Registration Division (7505P) A

TO: Rose Kearns / Tony Kish, RM 24
Fuw ‘cide Branch / RD (7505P)

REGISTRANT: Fine Agrochemicals, Ltd.
USE: Fungicide

FOOD USE: Yes [X] No[]

MRID Numbers: 49298401 and 49298402

INTRODUCTION:

Fine A; )chemicals, Ltd., has submitted an application for a new “Me-too™ registration for a
technical product with the active ingredient, prohexadione calcium. The registrant has submitted
a CSF for basic formulation (dated 01/15/2014) and Group A product chemistry data with MRID
Nos. 49298401, 49298401, and 497°5801. Ther ‘st tiscla ng substantial s y to
EPA Reg. 7969-190, and has cited the Group B product chemistry. CITAB (Chemistry) has
been asked to evaluate and determine the acceptability of the proposed basic CSF (dated
01/15/2014), the supporting product chemistry data and determine similarity to the cited product.

SUMMARY OF FINDINGS:
1. The findings for Group A guideline data were as follows:

830.1550 (product identity & composition): The registrant has submitted a CSF for basic
formulation (dated 01/15/2014). The product chemistry data corresponding to this guideline
submitted on the CSF satisfy the data requirements of 40CFR§158.320. The nominal
concentration 94.44% for active ingredient (prohexadione calcium) concurs with the product
label claim nominal concentration of 94.44%. [MRID 49298401].

11



*Manufacturing process information may be entitled to confidential treatment*

NP RARMNARE No - “4°7"7 FILE SYN 'DUCT N/
ASICIv vu.. 487223 { f

830.1600 (description of materials used to produce the product): The product chemistry
data submitted corresponding to this guideline satisfy the data requirements of 40CFR§
158.325. The registrant has submitted the MSDS’s for all the starting materials used to
produce the prohexadione calcium technical product [MRID No. 49298401 ].

830.1620 (description of production process): The product chemistry data submitted
corresponding to this guideline satisfy the data requirements for 40CFR§158.330. The
prohexadione calcium is produced in a ||| ] BBl The details of the production
process have been provided by the registrant [MRID No. 49298401 and supplemental
information provided to reviewer].

830.1670 (discussion on the formation of impurities): The product chemistry data submitted
corresponding to this guideline satisfy the data requirements for 40CFR§158.340. The
registrant has || QBl]l impurities on the proposed basic CSF dated 01/15/2014 which
were detected at the concentrations of >0.1%. [MRID No. 49298401 and supplemental
information provided to reviewer].

830.1700 (preliminary analysis): The product chemistry data submitted corresponding to
this guideline support the claims on the basic CSF (dated 01/15/2014) and satisfy the data

re 1iirements of 40CFR§158.345. Five lots of the test substance were analyzed to determine
the level of the active ingredient and impurity profile of the technical product. The study
was conducted at Intertek Pharmaceutical Services of Manchester, Manchester, UK. The
content of the active ingredient was determined by external standard calibration using
HPLC/UV (UV at 270 nm). The method was previously validated. See the Confidential
Appendix for details on the impurities analysis [MRID No. 49298402 and 49526801].

830.1750 (certified limits): The product chemistry data submitted corresponding to this
guideline satisfy the data requirements of 40CFR§158.350. The certified limits of the active
ingredient are in accordance with Agency standards and the certified limits for the
associated impurities are based on the five batch analysis [MRID No. 4¢778402].

830.1800 (enforcement analytical method): The product chemistry data submitted
corresponding to this guideline satisfy the requirements of 40CFR§158.355. The content of
the active ingredient was determined by using a HPLC/UV validated method and quantified
using an external standard technique. The analytical method was validated for precision,
accuracy and linearity [MRID No. 49298402 and 49526801].

2. The 830 series Group B guideline data (physical-chemical properties) were cited based on the
“substantially similar” claim to EPA Reg. No. 7969-190 to satisty the data requirements of
40CFR§158.310(e). All Group B guideline studies were addressed on the data matrix with the
exception of the guidelines 830.6317 (storage stability) and 830.6320 (corrosion characteristics)
[See Data Matrix for cited MRID Nos.].



DP ARC No.: 41L. .0y lo.. 2097-UE: F JU . NAN _ohexadigne _alcium
Techni~—' DECISION No.: ¢ s): 112600; ACTION CODE JOD Use

The CITAB (Chemistry) has reviewed the product chemistry data submitted for Prohexadione
Calcium Technical to support the proposed basic CSF (dated 01/15/2014) and has evaluated the
similarity claim. The CITAB (Chemistry) has concluded that:

1. The product chemistry data submitted for guideline 830 Series group A are acceptable.
2. The proposed CSF for basic formulation (dated 01/15/2014) is acceptable.

3. With respect to product chemistry (physical properties, impurity profiles, etc.), CITAB
(Chemistry) concludes that the proposed product can be considered similar to the cited product,
7969-190.

4. Based on the similarity, the product chemistry data cited for guideline 830 Series Group B are
acceptable, with the exception of the guidelines 830.6317 (Storage Stability) and 830.6320
(Corrosion Characteristics). The results for these studies must be submitted to the Agency upon
completion.

13



. Bl No.: 41872/, FIL_ SYN._JOLNo "~ PF JCT NAN ohe um

Technical; DECISION No.: 487223: PC Code(s) TiIuoNCC™ R FOOI

). e

n..v ..¢ 20 m: (MRID No. 49298401\

Trade Name:
IUPAC Name:
Common Name:
CAS Number:
PC Code:

Empirical Formula:

Molecular Mass:

Structural Formula:

Prohexadione Calcium Technical

Calcium 1-(4-carboxy-2, 6-dioxocyclohexylidene)propan-1-olate
Prohexadione-Calcium

127277-53-6

112600

Ci10H1005Ca
250.26

O Caz?+

C|0H10CHO5
250.27

14



*Manufacturing process information may be entitled to confidential treatment*

DP BA_RCODE No.: 418727; FILE SYMBOL No.: 62097-L__ . R0DUCT NAME: Prohexadione Calcium
T " DECIS ™ N No.: 487223; PC Code(s): 112600; ACTION CODE: R334: FOOD Use- Yes

Table 1. Group A Product Chemistry Data for Prohexaaione Caicium 1 eernical

GLN Requirement MRID Status Details and /or Deficiency
. Submitted basic CSF (dated 01/15/2014) with
o Product Ident
830.1550 | Froduct Identity and 49298401 A | nominal concentration of 94.44% for the

composition L .
, active ingredient.

Description of materials Submitted the MSDS’s for all the starting

830.1600 49298401 A materials used in the synthesis of
used to produce the product Prohexadione Calcium Technical [N |
49298401 The prohexa.dione calcium technical product
(additional is produced in 2 [N The
Description of production T notes manufacturing process has been described in
830.1620 process " provided A detail with reaction conditions. || N
to 000000
reviewer) __

The registrant discussed the formation of
impurities and confirmed that there were no
Discussion of formation of impurities of toxicological concem._'
830.1670 i mpurities 49298401 A impurities have been listed in the CSF present

P at levels of >0.1%. There were no other
impurities identified during the analysis at
levels >0.1%.

The HPLC/UV (270 nm, external standard)
method has been used for the determination,
identification and quantitation of the active
4979840 ingredient, prohexadione calcium. The
830.1700 | Preliminary analysis 49526801 A associated | rities were determined by
HPLC/UV (270 nm), as well as other
techniques described in the review. The
details of the validated methods have been

submitted.

The proposed limits for the active ingredient
830.1750 | Certified limits 49298402 A and the impurities are based on five batch

annhirie —J

1ue nr Lo/ u v (270 nm) niewniod was usea 1or

830.1800 | Enforcement analytical the determination of the active ingredient

method 49298402 A contents. The external standard quantification
49526801 .
technique was used. The method was
| validated for precision, linearjgyiqpqiaccuracy.

A = Acceptable; N = Unaccept-z{blve (see Deficiency); N/A = Not Applicable; G = Data gap; | = In progress;
U = Up-grade (additional information required);

Q20 Qomine Monoem M ML -* 74 7t yerties)
Data 10r supstanualily similar” product, ErA Reg. No. 7969-190, were cited to fulfill these

guidelines. Citations for these guidelines are acceptable, with the exception of the 1 year storage
stability (830.6317) and corrosion characteristics (830.6320) studies.

anmene s 7 - } (MRID N. 49298402 and 49526801)

See the data on guideline 830.1700 (preliminary analysis)

15



Pages 16-21 — *Manufacturing process information may be entitled to confidential treatment*
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Prohexadione Calcium Registration Review Human hanlih A annceem oot Scoping Document

Fine Agrochemicals Ltd. has proposed registration of a new formulation of the active ingredient
(ai) prohexadione calcium formulation for manufacturing use only. The new product is referred
to as Prohexadione Calcium Technical (EPA Reg. No. 62097-UE) and contains 94.44% ai by
weight. The currently registered prohexadione calcium product contains 94.0% ai by weight.

e ae v AvA waw ArwbwAULAIGLIVIL U1 1 IULICAQUWIVIIC=Ud LI I 1dl ana Animal mMatrices. l"I‘O_]CCt

Number: 2005/1007581/US/OCR, EU/134609, 2005/1007581. Unpublished study prepared by
BASF Aktiengesellschaft. 65 p.

rdan, E. (2000) Response to PP#8F4941: Evaluation of Residue Chemistry Data to
wuppure 1 wunanent Tolerances for Prohexadione-Calcium on Peanuts, Pome Fruits, and Cattle,
Meat Byproducts (Kidney): Lab Project Number: 2000/5213. Unpublished study prepared by
BASF Corporation. 9 p.

Reg ng the waiver request for the guideline Immunotoxicity study, HED’s Hazard Science
and . u.cy Council (HASPOC) met on November 7, 2013 (TXR# 00576827) to evaluate the
need for an immunotoxicity study for prohexadlone calcwm The HASPOC concluded that

based on a weight-of-~--i ¥~~~ ~emmmo ot o data for
prohexadione calcium

Page 2 of 2

23



OCIENCE ANQ Kegulatory Lonsuitants

December 12, 2014

Mr. Tony Kish

Document Processing Desk

Office of Pesticides Programs (7504P)
U.S Environmental Protection Agency
Room S-9400, One Potomac Yard
2777 S. Crystal Dr.

Arlington, VA 22202

Re: Prohexadione Calcium Technical (EPA File Symbol 62097-UE)

Dear Mr. Kish:

LA R N

On behalf of Fine Agrochemicals Ltd., SciReg, Inc. is submitting the method validation
for Prohexadione Calcium Technical (EPA File Symbol 62097-UE). If you have any

iestions, please let me know.
Sincerely,

e

Frederick T. Smith
Senior Regulatory Specialist

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600

24
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Form Approved OMB No. 2070-00
2 L ° DSTATESE /IROM ENTAL PROTECTION AGENCY
\"'IEPA 401 M street, S.W.
Washington, D.C. 20460

Paperwork Reduction ice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DAT IATRIX

pate 1 2f 7,{ 14 EPA Reg No./File Symbol 62097- Page 2 of !
Applicant's/Registrant's Name & Address Product

Fine Agrochemicals Ltd.

Hill End House, Whittington ™
Worcester WR5 2RQ Kudos '™ 27.5 WDG

United Kingdom

Ingredient Prohexadione calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.1100 Acute oral toxicity 49298804 |Fine Agrochemicals Ltd. OWN
870.1200 Acute dermal  xicity 49298805 [Fine Agrochemicals Ltd. OWN
870.1300 Acute inhalat  toxicity 49298806 [Fine Agrochemicals Ltd. OWN
870.2400 Primary eye irritation 49298807 {Fine Agrochemicals Ltd. OWN
870.2500 Primary derm ation 49298808  [Fine Agrochemicals Ltd. OWN
870.2600 Dermal sensi n 49298809 [Fine Agrochemicals Ltd. OWN

Signature , Name and Title Dat
’ Frederick T. Smith, Agent (SciReg, Inc.) / (2_//4 y
1~ T 7

28



Form Approved OMB No. 2070-00¢t
Y 2 U EDS ATES EI} IRONMENTAL PROTECTION AGENCY
Y :' 401 M Street, S.W.
\ hington, D.C. 20460

Paperwork Reduct  Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for re  ng the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, | °E  rmation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX

Date /z/ 12 / '/ EPA Reg No /File Symbol 62097- Page 2 of ¢

Applicant's/Registrant's Name & Address Product
Fine Agrochemit Ltd.
Hill End House, ttington
Worcester WR5 2RQ
United Kingdom

Kudos™ 27.5 WDG

Ingredient Prohexadione calcium

Guid e Reference Number Guideline Study Name MRID Number Submitter Status Note
Fine Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd. OWN
Fine Agrochemicais Ltd. OWN
Fine Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd. OWN

1
Signa + =27 7 N Name and Title Date
>V / Frederick T. Smith, Agent (SciReg, Inc)) /L—/{L//‘P
v — 7

o
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Form Approved OMB No. Z2070-00
n ) L TI STATESENVII NI NTAL PROTECTION AGENCY
\'7E A AC V! zet, SW.
Wast gtc D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading thr  tructions and col  3ting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Inform  n Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

[ IATRIX
Date /Z[LZ [r EPA Reg No /File Symbol 62097- [Page 4 of |

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington
Worcester WR5 2RQ
United Kingdom

Ingredient Prohexadione calcium

Prohexadione Caicium Technical

Guideline Reference Number Guideline dy Name MRID Number Submitter Status Note

BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
SF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD

BASF Corporation oLD
BASF Corporation OoLD

BASF Corporation oLD
BASF Corporation OLD
BASF Corporation OoLD
SF Corporation QLD
BASF Corporation PAY
BASF Corporation OLD
BASF Corporation oLdD
BASF Corporation OLD
BASF Corporation QLD
BASF Corporation OLD
BASF Corporation OLD

BASF Corporation OLD
BASF Corporalfion oLD

BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation OLD
SF Corporation QLD
lame and Title Date

rederick T. Smith, Agent (SciReg, Inc.) / 2// L//
L] (4

Signature f
L

i

™
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| Street, S.W.
ton, D.C. 20460

e : w | ITED ST ES MI AL PROTECTION AGENCY
\ Y /'

~ Form Approved OMB No..

00601

send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completin¢  : necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

DATA MATRIX

pate 2/ 2, / et EPA Reg No /File Symbol

62097-

Jfage 7 of 9

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington
Worcester WR5 2RQ
United Kingdom

Prohexadione Caicium Technical

Ingredient Prohexadione calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter

Status Note
BASF Corporation PAY
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation QLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation PAY Study required under Registration Review (ID #
BASF Corporation PAY GDCI-112600); MRID No. not yet assigned.
BASF Corporation OoLD
BASF Corporation PAY Study required under Registration Review (ID #
BASF Corporation PAY GDCI-112600); DCI study due date, 1/31/15.

Signature Name and Title

Frederick T. Smith, Agent (SciReg, Inc))

2 /r2 [

7 7
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Kish, Tony

b1, . ony
_ Thursday, December 04, 2014 5:57 PM
To: Shah, Pv; Mathur, Shyam
Cc: Kearns, Rosemary
Subject: Prohexadione calcium - end use product- 62097-UR--one more question

Below is mentioned the review for the unregistered MP we need, but the associated review for the EP which uses this
pending MP (DP418683; pc code 112600)) states they need the missing enforcement method validation data to confirm
precision, linearity, and accuracy for the nominal concentration of the EP formula. The registrant questioned this need
and mentioned the 5-batch data so what should we tell him?

Many Thanks,

Tony Kish

Product Manager, Team 22

Fungicides Branch; Registration Division
703-308-9443

From: Kish, Tony

Sent: Thursday, December 04, 2014 5:24 PM

To: Shah, Pv; Mathur, Shyam

Cc: Kearns, Rosemary

Subject: DP418727- prohexadione calcium technical- 62097-UE

Hi Pv/Shyam- OPPIN indicates this review is pending but we need it next week by wed 12/10/14. Can this review be
completed by then {or maybe it's done but not logged out)?

Many Thanks,

Tony Kish

Product Manag: Team 22

Fungicides Branch; Registration Division
703-308-9443
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Kish, Tony

Thurs: ([ Al 04 2014524 A

lo: Shah, rv; Mathur, Shyam

Cc: Kearns, Rosemary

Subject: DP418727- prohexadione calcium technical- 62097-UE

Tracking; Recipient Delivery
Shah, Pv Delivered: 12/4/2014 5:24 PM
Mathur, Shyam Delivered: 12/4/2014 5:24 PM
Kearns, Rosemary Delivered: 12/4/2014 5:24 PM

Hi Pv/Shyam- OPPIN indicates this review is pending but we need it next week by wed 12/10/14. Can this review be
completed by then (or maybe it’s done but not logged out)?

Many Thanks,

Tony Kish

Product Manager, Team 22

Fungicides Branch; Registration Division
703-308-9443
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torm Apgroved OME No 2070-0065]
s I UNITED ST =S EN\ ( MENTAL PROTECTION AGENC(
N7 P’\ 401 M Street, S.W.
Wa: n on,D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S W., Washington, DC 20460. Do not
send the form to this address.

ATA MATRIX
pate y2/c/ i’ EPA Reg No fFile Symbol 62097- ]Page 1 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Lid
wgzgt:rmx:svgggngton Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione-Calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 sduct identity and composition 49298401 |Fine Agrochemicals Ltd OWN
830.1600 sc. of mat. used to produce e product 49298401 |Fine Agrochemicals Ltd OWN
830 1620 sc. of production process 492398401 |Fine Agrochemicals Ltd. OWN
830.1670 cussion of formation of impurities 49298401 |[Fine Agrochemicals Ltd. OWN
830.1700 | rreliminary analysis 49298402 |Fine Agrochemicals Ltd. OWN
830.1750 { Certfied limits 49298401 [Fine Agrochemicals Ltd. OWN
830.1800 forcement analytical method 49298402 |Fine Agrochemicals Ltd. OWN
830.6302 lor 44457704 |BASF Corporation oLD
830.6303 ysical state 44457705 |BASF Corporation oLD
830.6304 or 44457706 [BASF Corporation oLD
830.6313 ibility 44457716 |[BASF Corporation OoLD
830.6314 idation/reduction 44457717 |BASF Corparation oLD
830.6316 slodability 44457717 |BASF Corporation OoLD
| 830.7000 44457715 |BASF Corporation oD
" 830.7200 iting point 44457707 |BASF Corporation oLD
830.7300 nsity 44457708 |BASF Corporation OoLD
830.7370 isociatic  onstant 44457713 |BASF Corporation oLD
830.7550 tanol/water partition coefficient 44457714 |BASF Corporation OLD
! 44457709 |BASF Corporation OoLD
830.7840 Solubility 44457710 |[BASF Corporation OoLD
44457711 |BASF Corporation OLD
830.7950 o . Vapor Pressure 44457712 |BASF Corporation OoLD
Signature  ——=%/ S/ T Name and Title Date
~ 7 W//l'wﬂ_ Frederick 7. Smith, Agent (SciReg, Inc.) /ﬂ{///—f
VA G
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n U 1 STATES! VIRONMEN AL PROTECTION AGENCY
\"IEP[ . 401 M Street, SW.
shing , D.C.-204

Form Approved ONME No 2G70-0080

Paperwork Reduction Act N e: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX

Date /Z/\S///"f EPA Reg No /File Symbol 62097- F’age 1 of 7

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd

Hili End House, Whittington Prohexadione Calcium Technical
Worcester WR5 2RQ

United Kingdom

Ingredient Prohexadione-Calcium

Guideline Reference Number Guideline Study me MRID Number Submitter Status Note

Fine Agrochemicals Ltd OWN

Fine Agrochemicals Ltd. ow

Fine Agrochemicals Ltd. OWN

Fine Agrochemicals Ltd OWN

Fine Agrochemicals Ltd OWN

Fine Agrochemicals Lid OWN

Fine Agrochemicals Ltd OWN

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporaticn OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation oLD
BASF Corporation OLD
RASF Corporation OoLD
Signature K Name and Title Date

/ Frederick T. Smith, Agent (SciReg, Inc.) E/f//ﬁ(
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Form Approved OMB No Z070-0TR0]
UN = STATES ENVIRONMENTAL PROTECTION AGENCY
Ly :F 401 M Street, S.W.
Washington, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per reapunse for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.
DATA MATRIX
Date /Z/S’// L?(. EPA Reg No./File Symbol 62097- {Page 2 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hilt End House, Whittington ; . :
Worcester WRS 2RQ Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.1100 Acute oral toxicity 44457742  IBASF Caorporation OoLD
870.1200 Acute demal toxicity 44457743  |BASF Corporation OLD
870.1300 Acute inhalation toxicity 44457744  |BASF Corporation oLD
870.2400 Primary eye irritation 44457745 BASF Corporaticn OoLD
870.2500 Primary dermat irritation 44457746  {BASF Corporation OLD
870.2600 Dermal sensitization 44457747 | BASF Corporation OoLD
870.6100 Acute neurotoxicity - rat 44457748 | BASF Corporation OLD
870.6200 90-Day neurotoxicity - rat 44457753  |BASF Corporation OLD
44457749 BASF Corporation OLD
870.3100 90-Day Oral - rodent 44457750  |BASF Corporation oLD
444939902 BASF Corporation OLD
44457751 BASF Corporation oLD
870.3150 90-Day Oral - non-rodent 44457752 BASF Corporation oLD
870.3200 21/28-day dermal TGAI 45430301 | BASF Corporation PAY
870.4100 Chronic - rodent 44457754  |BASF Corporation OLD
] ] 44457751  {BASF Corporation OoLD
870.4100 Chronic - non-fodent 44457755 |BASF Corporation oLD
870.4200 Oncogenicity - rat 44457754 | BASF Corporation OLD
870 4200 Oncogenicity - mice 44457756  |BASF Corporation oLD
- 44457757 BASF Corporation OLD
870.3700 Developmental toxicity - rat 44457758 | BASF Corporation oLD
44457759 BASF Corporation OLD
. . 44457760 | BASF Corporation oLD
870.3700 Developmental toxicity - rabbit 44457761 BASF Corporation oLD
44457762 | BASF Corporation oLD
. . 44457763  |BASF Corporation oL
870.3800 Reproduction, 2-generation 44457764 BASF Corporation oLD
870.5100 .o N Bacterial reverse mutation assay 44457765  |BASF Corporation OLD
Signature —{""/ AN 4 Name and Title Date
Y / Frederick T. Smith, Agent (SciReg, Inc.) /Z,[(//L#
fe T 7
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Form Approved OMB No 2070-006

o~ I"PA Ul "ED STATES ENVIRONMENTAL PROTECTION AGENCY
N -

401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of informatiu 1> esumated to average 0.25 hours per response for registration activities and .25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address

DATA MATRIX
Date IZ‘/S’//"‘VL EPA Reg No /File Symbol 62097- Page 2 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington i i i
Worcaster WRS 2RQ 9 Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation QLD
BASF Corporation PAY
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OLD
BASF Corporation [e]Ns)
BASF Corporation OLD
BASF Corporation OoLD
Signature . - Name and Title Date
Al Frederick T_Smith, Agent (SciReg, Inc) 12/5 /14
A —T y
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Formi Approvec OMB No 207 0-00R0
0 = "ED STATES ENVIRONI NTAL PROTECTION AGENCY
N :PA 401 M Street, S.W.
Washington, D.C. i 160

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coltection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do+
send the form 10 this address.

DATA MATR
Date /Z-/S—//"f EPA Reg No./File Symbol 62097- Page 3 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington . h .
Worcester WRS 2RQ Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870 5300 44457768 BASF Corporation OLD
870' 5375 In vitro mammalian cell assay 44499903 BASF Corporation oLD
' 44499904 BASF Corporation oLD
870.5385 . . 44457767 IASF Corporation OLD
870.5395 In vivo cytogenetics 44457769 ASF Corporation oLD
44457770 JASF Corporation OLD
) N 44457771 JASF Corporation OLD
870.7485 Metabolism 1 pharmacokinetics 44457772 JASF Corporation oLD
44457773 JASF Corporation OLD
870.7800 immunotoxicity 49298403 ‘ine Agrochemicals Ltd OWN
22?20(; Toxicology, Terrestrial and Aquatic
) Nontarget Organism, Environmental Fate, . ical
850 1010 and Post-Application Exposure Waiver 49298404 ine Agrochemicals Ltd OWN
870.3200 Requests
875.2200 4 |
~ "gncultural Handler Exposure (AHETF) PER
{gricultural Reentry Task Force (ARTF}
875.1100 Dermal outdoor exposure CITE-ALL Jutdoor Residential Exposure Task Force PER
lioretr) PER
\HETF PER
875.1300 Inhalation outdoor expos CITE-ALL \RTF PER
JRETF PER
AHETF PER
875.1600 Data reporting and calculations CITE-ALL  [ARTF PER
ORETF PER
Study required under
Registration Review (ID #
875. 0 Dislodgeablet r residue CITE-ALL JASF Corporation PAY |GDCI-112600-1313); not
yet submitted to EPA by
BASF.
875.2400 Dermal exposure CITE-ALL ARTF PER
875.2500 A Inhalation exposure CITE-ALL ARTF PER
Signature Name and Title Date
/ Frederick T. Smith. Agent (SciReg. inc) /%/57/4
- 1 5
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E

Form Aporoved OMEB No 2070-0087
JITED STATES ENVIRONMENTAL PROTECTION AGEI Y
4 M Street, S.W.
Wasnington, D.C. 20460

iperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per respons: registration activities and 0.25 hours per response for

reregistration and special review activities.

information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137}, U.S. Environmental Protection Agency, 401 M Street, S W, Washington, DC 20460. Do

send the form to this address.

uding time for reading the instructions and compieting the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

DATA MATRIX
Date s 2/ S'//")L EPA Reg No /File Symbot 62097- lPage 3 of 7
Applicant' s/Registrant's Name & Address Product
Fine Agrochemicals Lid
Hill End House, Whittington i i j
Worcester WRS 2RQ Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
BASF Corporation oD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
Fine Agrochemicals Ltd. OWN
Agricultural Handler Exposure (AHETF) PER
Agricultural Reentry Task Force (ARTF) PER
Outdoor Residential Exposure Task Force
(ORETF) PER
AHETF PER
ARTF PER
ORETF PER
AHETF . PER
ARTF PER
ORETF PER
Study required under
Registration Review
) (1D # GDCI-112600-
BASF Corporation PAY 1313); not yet
submitted tc EPA by
BASF
ARTF PER
ARTF PER
Signature ﬂ Name and Title Date
/) 2 7/ Frederick T. Smith, Agent (SciReg. Inc.) 12/570
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Farm Approved OMB No 2070

n L ° STA S NVIRONMENTAL PROTECTION AGENC
\"IEPA 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Ac  tice: The public reparting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading nstructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to. Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DAT WMATRIX

Date 2M4 EPA Reg No./File Symbol 62097- Tpage 4 of 7

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd
Hill End House, Whittington i i [
Wormoouee Y Prohexadione Calcium Technical

United Kingdom

Ingredient Prohexz ne calcium

Guideline Reference Nui 3 Guideline Study Name MRID Number Submitter Status Note
Informative Summary: Toxicological Profile,
Aggregate Risk Assessment and Determination of £ .
Safety for Prohexadic  Calcium Tolerances on 44457811 MASF Corporation OLD
Peanuts
8352120 Hydrolysis 44457782 IBASF Corporation oLD
835.2240 Photodegradation in water 44457783 BASF Corporation OoLD
835.2410 Photodegradation in soil 44457784 BASF Corporation oLD
835.4100 Aerebic soil metabolism 44457785 BASF Corporation OoLD
835.4400 Anaerobic aquatic meti  ism 44457786 BASF Corporation OoLD
44457787 BASF Corporation oLD
835.1230 Leaching/adsorption/desorption 44457788 BASF Corporation OLD
835.1240 eachingradsorp P 44457789  IBASF Corporation oLD
44457790 3ASF Corporation oLD
44457791 3ASF Corporation OLD
e . 44725213 BASF Corporation oLD
835.6100 Terrestrial field dissip  n 44705214 BASF Corporation oLp
44725215 BASF Corporation OoLD
Signature " Name and Title Date
b7 / Frederick T_Smith, Agent (SciReg. Inc ) 12/ / 14
L_/ \IV “r LA AS




Form Approved OME NS 407U»0060‘i

" ] UN| STA : VIRONME AL PROTECTION AGENCY
\"1E y 401 M Street, S.W.
shington, 2. 20460
Paperwork R stion Act Notice: The public reporting burden for this coltection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for

reregistration and special review activities, including time for reading

send the form to this address

instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coflection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Div

1{2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

DATAl TRIX
vate 42/ //ef EPA Reg No File Symbol 62097- {Page 4 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd,
Hill End House, Whittington Prohexadione Calcium Technical
Worcester WRS 2RQ
United Kingdom
ingredient Prohexad calcium
Guideline Referenc mber Guideline Study Name 1D Number Submitter Status Note
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Comoration OLD
BASF Corporation OLD
BASF Carporation OoLD
BASF Corporation OoLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
Signature . < Name and Title Dat
Frederick T. Smith, Agent (SciReg, Inc) / zjf//‘-f
- T N
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Form Approved OME No. 2070 0]
e UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
\Y 4 11 401 M Street, S.W.
ashingtc  D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0 25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.
DATA MATRIX ]
Date /Z-/S_//Lf EPA Reg No /File Symbol  62097- I;age 5 of 7
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington . . .
Worgester WRS 2RQ Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Study required under Registration Review (1D #
850.2100 Avian acute oral - passerine CITE-ALL {BASF Corporation PAY GDCI-112600-1313), not yet submitted to EPA by
BASF.
. . 44457723 |BASF Corporation OoLD
850.2100 Avian acute oral - quail or duck 44457724 |BASF Corporation oL
850.2200 Avian dietary toxicity - quail 44457725 |BASF Corporation OLD
850.2200 Avian dietary toxicity - duck 44457726 {BASF Corporation OLD
850.2300 Avian reproduction - quail 44457727 |BASF Corporation OLD
850.2300 Avian reproduction - duck 44457728 |BASF Corporation LD
850.1075 Freshwater fish LC50 - cold water species (TGAI) | 44457730 |BASF Corporation oLD
850.1075 (F{Zsl;xl\;fater fish LC50 - warm water species 44457729 |BASF Corporation oLD
850.1010 Freshwater invertebrate LC50 - (TGAI) 44457731 |BASF Corporation OLD
850.1025 Estuarine and marine toxicity - fish (TGAl 44457732 {BASF Corporation OLD
850.1025 Estuarine and marine toxicity - mollusk (TGAH 44457733 |BASF Corporation OoLD
850.1025 Estuarine and marine toxicity - shamp (TGA) 44457734 |BASF Corporation OoLD
850.1300 Aquatic invertebrate life cycle - freshwater CITE- BASF Corporation PAY tudy required under Registration Review (D7
- ; GDCI-112600-1313); not yet submitted tc EPA by
850.1400 Fish early life stage - freshwater CITE-ALL |BASF Corporation PAY BASF
850.3020 Honey bee acute contact LD50 44457781 |BASF Corporation OoLD
850.4100 See¢ 1g emergence, Tier | CITE-ALL |BASF Corporation PAY Study required under Registration Review (1D #
- : - GDCI-112600-1313); not yet submitted to EPA by
850.4150 Vegetative vigor, Tier | CITE-ALL |BASF Corporation PAY  lpask

Signature W_/
W47 4dls
{

Name and Title
Frederick T. Smith, Agent {SciReg, Inc)

2 )5 14
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- Forrm Approved OME No 2070-

n UNITE ST£ SSE  ONMENTALI OTI ° )N AGENCY
\‘"EPA 4u1 M Street, S W
Wash ton,D.C. . 60

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
information, including suggestions for red.  j the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA IATRIX
Date lz[r//q EPA Reg No /File Symbot 62097~ jPage 5 of 7
Applicant’s/Regigtrant's Name & Address Product

Fine Agrochemicals Ltd.

Hill End House, Whittington p . . :
rohexadione Calcium Technical
Worcester WRS 2RQ € one Ca

United Kingdom

ingredient Prohexadione calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

Study required under Registraticn Review (ID #

BASF Corporation PAY GDCI-112600-1313); not yet submitted to EPA by
BASF

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OoLD

BASF Corporation oLD

BASF Corporation PAY Study required under Registralicn Review (ID #
GDCI-112600-1313); not yet submitted 10 EPA

BASF Corporation PAY BASF )i not yet submitted o

BASF Corporation oLD

BASF Corporation PAY Study required under Registration Review (1D #

. GDCi-112600-1313); not i P
BASF Corporation PAY oo 6 Y, not yet submitted to EPA
Signature Name and Title Daz
Frederick T_Smith, Agent (SciReg. Inc) | L2/ §7/ 7+

S7



Form Approved OME No_ 2070-0080
e ' UNITED STATES ONMENTAL PROTECTION AGENCY
\lgl x \ 401 M Street, S.W.

Washin on, D.C. 20460

F rwork Reduction Act Notice: The public reporting burden for this coflection of information is estimated w aveiaye u.co ours per response for registration activities and 0.25 hours pe response for
reregistration  special review activities, including tme for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Informatio  anagement Division (2137, U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, OC 20460. Do not
send the form to this address.

DATA MATRIX

Date Z, { (4 EPA Reg No /File Symbol 62097- Page 6 of 7
Applicant s/Regiétrant's Name & Address Product

Fine Agrochemicals Ltd

Hill End House, Whittington

Worcester WR5 2RQ Prohexadione Calcium Technical
United Kingdom
Ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
44457776  |BASF Corporation OLD
850 4400 44457777 BASF Corporation OLD
850'5400 ‘¢ lic plant growth, Tier | 44457778  |BASF Corporation oLD
' 44457779 BASF Corporation OoLD
44457780 {BASF Cormporation OLD
860.1300 Nature of residue - apple 44425216 _ |BASF Corporation OLD
860.1300 Nature of residue - hen 44457794  |BASF Corporation OLD
860.1300 Nature of residue - goat 44457801 BASF Corporation OLD
860.1300 Metabolnsm of {carbon 14) - Prohexadione Calcium 44457793 |BASF Cormporation oD
in Peanut
860.1340 independent method validation - animal tissues, 44457804  |BASF Corporation oLD

milk, and apple commodities

Residue analytical method - animal tissues (liver,

860.1340 kidney, fat, and muscle), milk, and apple 44457805 |BASF Corporation oLD
commodities

860.1340 Residue analytical method-plants 44725217  |BASF Corporation OLD

860.1340 Independent method validation of Ana  :al Method 44457803 BASF Comoration oLD
for Peanuts

Method for Determination of Prohexad 2 Residues
860.1340 in Peanut RAC (Nutmeat and Hay), and Peanut 44457806 |BASF Corporation OoLD
Process Fractions (Meal and AnimalM  es

Independent Laboratory  lidation for the
860.1340 Determination of Prohexadione-Ca in Plant and 48106702 BASF Corporation PAY
Animal Matrices

Signature - ‘ . ! Name and Title Date
Vass Frederick T. Smith, Agent (SciReg. Inc.} /2./{//4 J
A LY T
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401 M Street, S.W.
Washington, D.C. 204

o EPA U TED STATES ENVIRONMENTAL PROTECTION AGENCY
A\ Y4

Form Approved OVIB No. 207 0-00RU

send the form to this address

Paperwork Reduction Act Notice: The puuny repurung burden fo  : coflection of information is estimated to average 0.25 hours per iespunse for registration activities and €.25 hours per response for
reregistration and special review activities, including time for readine  instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Oirector, OPPE Infc  lon Management Division {2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

DAT MATRIX
Date / Z/S’// l7l EPA Reg No /File Symbol 62097- Page 6 of 7
Appticant's?Registrant‘s Name & Address Product
Fine Agrochemicals Ltd
Hill End House, Whittington . . .
Worcester WRS 2RQ Prohexadione Calcium Technical
United Kingdom
ingredient Prohexadione calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Ncte
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation QLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Carporation OLD
BASF Corporation OoLb
JASF Corporation OoLD
3ASF Corporation PAY
Signature « Name and Title Date
~7 Frederick T. Smith, Agent (SciReg, Inc.) L2/ 4
po g < v

59
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Form Approved OME N6 Z2070-00U8U
o =~ {ITED STATES ENVIRONMENTAL PROTECTION AGENCY
< “Ph 401 M Street, S.W.
‘ashington, D.C. 20460

Paperwork Reduction A lotice; The public reporting bu 1 for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
sernid the form to this address.

DATA MATRIX

i 7- P
Date /Z—/(//“rl‘ EPA Reg No /File Symbal 6209 J age 7 of 7

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd
Hitt End House, Whittington
Worcester WRS 2RQ
United Kingdom

Ingredient Prohexadione calcium

Prohexadione Calcium Technical

Guideline Reference Number deline Study Name MRID Number Submitter Status Note

BASF Corporation OLD
BASF Corporation PAY
BASF Corporation OoLD
BASF Carporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation QLD

BASF Corporation OoLD

BASF Corporation OLD

K.1. Chemicais USA Inc. PAY

BASF Corporation PAY

BASF Corporation oLD

BASF Corporation OLD
BASF Corporation OLD

BASF Corporation OLD

Spray Drift Task Force PAY
Spray Drift Task Force PAY

Signature  — Name and Title Cate
- Frederick T. Smith, Agent (SciReg, Inc.) 12//‘{//4
s et DA
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“Yorm Approved OMB No. 207 0-0060
e E \ UNITED STATES E| NMENTAL PROTEC" )N AGENCY
A Y4

i Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0 25 hours per response for registration activities and 0.25 hours per respons:
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this coliection of
information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC :

). Do not
send the form to this address.
DAT MATRIX
Date jz /s EPA Reg No fFile Symbol 62097- [Page 1 of 2
Applicants/Re  trant's Name & Address Product

Fine Agrochemicais Ltd.

Hill End House, Whittington T™

Worcester WRS 2RQ Kudos ™ 27.5 WDG
United Kingdom

Ingredient Prohexadione-calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
830.1550 Product identity and composition 49298801 Fine Agrochemicals Ltd. OWN
830.1600 Desc. of mat. used to produce the product 49298801 Fine Agrochemicals Lid OWN
830. 30 Desc. of formulation process 492988( Fine Agrochemicals Ltd, OWN
830.1670 Discus 1 of formation of impurities 49298801 Fine Agrochemicals Ltd. OWN
830.1750 Certific  mits 49298801 Fine Agrochemicals Ltd OWN
830.1800 Enforcement analytic  nethod 49298402  |Fine Agrochemicals Lid. OWN
830.6302-830.7520 Physical-chemical properties summary 49298802 |Fine Agrochemicals Ltd. OWN
830.6302 Color 49298803 |Fine Agrochemicals Ltd. OWN
8306303 Physic tate 49298803 |Fine Agrochemicals Ltd. OWN
830.6304 Odor 49298803 |Fine Agrochemicals Ltd. OWN
830.6314 Oxidation/reduction 49298803 |Fine Agrochemicals Ltd. OWN
830.7000 pH 49298803  iFine Agrochemicals Lid. OWN
830.7300 Density 49298803 |Fine Agrochemicals Ltd. OWN
830.7520 Particle size distribution 49298803 |Fine Agrochemicals Ltd. OWN
» n
Signature ~ " = Name and Title Date
/ é M" Frederick T. Smith, Agent (SciReg, Inc.) s2/s !
— T 7
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n UNI  3TA" S ENVIRONMENTAL PROTECTION AGENCY
\"IE 401 M Street, S.W.
Washington, D.C. 20460

Form Approved OME No 2070-006

iperwork R ction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DATA MATRIX
Date lz/;/,;{_ EPA Reg No /File Symbol 62097- Page 1 of 2
Applicant's/Registrant's Name & Address Product
Fine #  chemicals Ltd.
e o e naten Kudos™ 27 5 WDG
Unitec n
| Ingredient Prohexadione-calcium
Guideline Reference Number Guidetine Study Name MRID Number Submitter Status Note
Fine Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd. OWN
ine Agrochemicals Ltd OWN
ine Agrochemicals Ltd. OWN
ine Agrochemicals Ltd. OWN
ine Agrochemicals Ltd. OWN
ine Agrochemicals Ltd. OWN
ine Agrochemicais Ltd. OWN
ine Agrochemicals Ltd. OWN
ine Agrochemicals Ltd, OWN
rine Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd OWN
Fine Agrochemicals Ltd OWN
Fine Agrochemicals Ltd. OWN
. .4 A
ignature . - Name and Title Date
gﬁ% m;@—\ Frederick T. Smith, Agent (SciReg, Inc ) 124$ / jef
]7

B
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Form Approved OVIB NG, 2070-0080)
o - ) UNITI 3T# ESEN JNMENTAL PROTECTION AGENCY
7 . A M Street, S.W.
Wa igton, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for ¢ : ction of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of

information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

TA MATRIX

vate y2/C/ e} EPA Reg No /File Symbol 62097- TPage 2 of 2

Applicant's/Registrant's Name & Address Product
Fine Agrochemicats Ltd.
Hill End House, Whittington ™
Worcesier WRS 2RQ Kudos ™ 27.5 WDG
United Kingdom

ingredient Prohexadione calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
870.1100 Acute oral toxicity 49298804 |Fine Agrochemicals Ltd. OWN
870.1200 Acute dermal toxicity 49298805 |Fine Agrochemicals Ltd. OWN
870.1300 Acute inh; tionto 49298806 |Fine Agrochemicals Ltd. OWN
870.2400 Primary eye irritatio 49298807  |Fine Agrochemicals Ltd. OWN
870.2500 Primary dermal ifritation 49298808  |Fine Agrochemicals Ltd. OWN
870.2600 Dermal sensitization 49298808 |Fine Agrochemicals Ltd. OWN

el L
Signature M Name and Title Date
, / [C Frederick T. Smith, Agent (SciReg, Inc.) 12/s / 4
- [
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Form Approved UMB No 2070-006
n I-PA ‘ED STATES ENVIRONMENT, PROTI TION AGENCY
. o

N 401 Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting bu 1 for this collection of information is estimated to average 0.25 haurs per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address

DATA MATRIX
Date LZ—/ 5// / 4 >A Reg No /File Symbol 62097- Page 2 of 2
App!icant‘s/Registr’ant's Name & Address Product

Fine Agrochemicals Ltd.

Hill End House, Whittington ™
Worcester WR5 2RQ Kudos * 27.5 WDG

United Kingdomn

ingredient Prohexadione calcium

Guideline Referenice Number Guideline Study Name MRIl  imber Submitter Status Note

Fine Agrochemicals Ltd. OWN

Fine Agrochemicals Ltd. OWN

Fine Agrochemicals Ltd. OWN

F  Agrochemicals Ltd. OWN
Fine Agrochemicals Ltd OWN
Agrochemicals Ltd OWN

Pt

Signature 2 ‘ me and Title Date
W{/ Frederick T. Smith, Agent (SciReg, inc.) /z/{l/ o
e v tJ L4




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460
e prars OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
OFFICE OF PESTICIDE PROGRAMS REGISTRATION DINVISION (7505P)

DP BARCODE No.: D418683; FILE SYMBOL No.: 62097-UR (screen), PRODUCT NAME: Kudos 27.5

WDG; DECISION No.:487225; PC Code(s): 112600; ACTION CODE: R334; FOOD Use; Yes
DATE OUT: April 1, 2014, 2014
SUBJECT: Completeness check screening for end use product “Kudos 27.5 WDG”
FROM: Shyam Mathur,
Product Chemistry Team Leader

Technical Review Branch/RD (7505P)

TO: Rosemary Kearns / Tony Kish, RM 22
Fungicide Branch / RD (7505P)

Company Name: Fine Agrochemicals Ltd.
Formulation Type: Herbicide

Active Ingredient(s): Prohexadione-calcium (27.5%)
MRID No(s).: 492988-01 to 492988-03

CONCLL ON:

Group A: All Data submitted.

M TE 1: Unregistered source of active ingredient (separate registration application submitted with

FSN: 62097-UE; DP418727)
Claimed similarity to Reg. no. 7969-188

Group B: Data submitted

" Ba CSF {01-15-2014) submitted
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Kearns, Rosemary

( N

Sent:

To:

Subject:
Attachments:

Please find attached the results of 45/90 day screen for the products 62097-UE & 62097-UR. Thanks.

shyam

Shyam Mathur, Ph.D

iur, Shyam
luesday, April 01, 2014 4:06 PM
Kearns, Rosemary; Kish, Tony
45/90 day screen for 62097-UE & 62097-UR
62097-UE (screen).doc; 62097-UR (screen).doc

Product Chemistry Team Leader
Technical Review Branch/RD (7505P)
OCSPP/Environmental Protection Agency, USA

Tel: 703-308-9374
mathur.shyam@epa.gov
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Kearns, Rosemary

i 1, Debra
sent: Monday, December 08, 2014 2:.01 PM
To: Kearns, Rosemary
Cc: Kish, Tony; Redden, John
Subject: Product Chemistry for 62097-UE

Rose-

| have the completeness screen that was done by Shyam (04-01-14) for this product (62097-UE). Shyam notes that the
production process is not acceptable and that the registrant must submit a more detailed description of the process.

Do you have this information from the registrant?

Debra

Debra Rate, PhD

U.S. Environmental Protection Agency
Office of Pesticide Programs
Registration Division

7505P

Phone: 703-306-0309
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98809 Volume 10

NE§ TAL DOCUMENT

Local Lymph Node Assay in the Mouse (OPPTS 870.2600)
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Reg Inc.

Science and R-~latory Consultants

December 24, 2013

Ms. Rose Kearns

Document Processing Desk

Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900. One Potomac Yard
2777 S. Crystal Dr.

Arlington. VA 22202-4501

Re:  Preregistration Meeting Minutes — Prohexadione-calcium
- Fine Agrochemicals Ltd. (Co. No. 62097)

Dear Ms. Kearns:
On behalf of Fine Agrochemicals Ltd., attached please find minutes from our December

11, 2013 preregistration meeting regarding prohexadione-calcium, as well as the
following documents.

e Agenda
e Proposed data requirements table
e Manufacturing process for the technical product

Please review the minutes and let us know if the Agency has any comments «  agrees
with our version, as presented.

Should you have any questions, please let us know.

Sincerely,
i

Frederick T. Smith
Senior Regulatory Specialist

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com
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UNITED STATES ENVIRONMENTAL PROTECTION A _EM._Y

WASHINGTON, D.C. 20460

((ED 574
\ o‘x\ I‘e&'

SIMILARITY CLINIC MEMORANDUM:

Subject: EPA Reg. No.: 62097-UE/Prohexadione Calcium Technical
DP Barcode: 418356
PC Code: 112600

From: Maria Rivera Piansay, Chemist
Product Chemistry Team
Risk Management and Implem
Pesticide Re-evaluation Division ( /5usr)

To: Tony Kish, PM 22
Fungicide Branch
Registration Division (7505P)

Applicant: Fine Agrochemicals, Ltd.
Hill End House, Whittington
Worcester, WRS5 2RQ, UK

FORMULATION FROM EPA Reg. No. 62097-UE LABEL:

Active Ingredient(s):
Prohexadione CalCiUm: .. oo e it
Inert INETEdIENT(S): ovveeeeeeeee e e

Page 1 of 3

Fg )
3 a?,s (zu; OFFICE OF
2. { < CHEMICAL SAFETY AND
g POLLUTION PREVENTION
17514 &o«
PROT

% by wt.

94.44%
5.56%
100.00%
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TY 4 ANTS AT AT TS TEs

The registrant is claiming similarity to EPA Reg. No. 7969-190 to support the registration of
their new product, EPA Reg. No. 62097-UE. The MRID’s listed in the data matrix are as
follows: 444577-42 (81-1), 444577-43 (81-2), 444577-44 (81-3), 444577-45 (81-4), 444577-46
(81-5), 444577-47 (81-6). These studies have been reviewed and found to be acceptable to
support the registration of the cited product.

After reviewing the studies, the CSFs, and the product tested in the studies, the EPA will allow
the registrant to cite the studies listed above to support the registration of EPA Reg. No. 62097-
UE.

The subject product will be assigned the following toxicity categories: acute oral (81-1) —1V;
acute dermal (81-2) — III; acute inhalation (81-3) — IV; primary eye irritation (81-4) — IV;
primary skin irritation (81-5) — IV; and will be classified as a non sensitizer

The registrant has submitted product chemistry data for review. These studies should go to TRB/RD for a
full review.

RECOMMENDATIONS:

e The subject product will be assigned the toxicity categories listed above.
e The subject product will also be classified as a non-sensitizer.

The acute toxicity profile for EPA Reg. No. 62097-UE is currently:

Acute Oral v
Acute Dermal !
Acute Inhalation 1AY
Primary Eye v
Primary Dermal v
Skin sensitization non-sensitizer

NOTE: The acute toxicity requirements have been satisfied for the subject product.

Page 2 of 3
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T ADIT TAT/.

ID #: 062097-UE PROHEXADIONE CALCIUM TECHNICAL
SIGNAL WORD: CAUTION
HAZARDS TO HUMANS AND DOMESTIC ANIMALS:

Harmful it absorbed through skin. Avoid contact with skin, eyes, or clothing. Wear long
sleeved shirt, long pants, shoes and socks, chemical resistant gloves (such as or made out
of any waterproof material, selection category A).

FIRST AID:

IFF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately
with plenty of water for 15-20 minutes. Call a poison control center or doctor for
treatment advice.

Have the product container or label with you when calling a poison control center or
doctor or going for treatment. You may also contact 1-800-xxx-xxxx for emergency
medical treatment information.

USER SAFETY RECOMMENDATIONS:

User should wash hands before eating, drinking, chewing gum, using tobacco, or using
the toilet.

User should remove clothing/PPE immediately if pesticide gets inside. Then wash
thoroughly and put on clean clothing.

Users should remove PPE immediately after handling this product. Wash the outside of
gloves before removing. As soon as possible, wash thoroughly and change into clean
clothing.

Page 3 of 3
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21-Day Screen Completed by
Contractor

21-Day Expires on

Jacket i

MRID?
Content Screen: Recommend t Fail
11 3 Revie Fail/NA
Overall Status: Recommend t Fail

Transfer This Jack_t to:
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9

If applicable for conventional applications, reduced risk rationale

10

Reqguired Data and/or data waivers. See Footnote C.

a) List study (or studies) not included with application

Comments:

* Qo atuctisa TASSED T W— 3 reaiuw

I Tamicae <+ Impomfire 0Ny, vio moa Jo Yo
4 jrewep PNESER
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*N/ - ot pl ble

Footnotes

A. During the 21 day initial content review, all CSFs will be reviewed to determine
whether all inerts listed, including fragrances, are approved for the proposed uses or have
an application pending with the Agency. If an unapproved inert with no application
pending with the Agency is identified, the applicant must either 1) resolve the inert issue
by, for example, removing the inert, substituting it with an approved inert, submitting
documentation that EPA approved the inert for the proposed pesticidal uses, correcting
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3)
withdraw the application. Removing or substituting an inert ingredient will require a new
CSF and may require submission of data. All information, forms, data and
documentation reso'#~~ the inert issue must have been received by the Agency or the
applica*i~~ priAvneee it 9] day pertod, otherwise, the Agency will reject the
application as aescribed pelow.

To successfully complete this aspect of the 21 day initial content screen, applicants are
strongly encouraged to verify that all inert ingredients have been approved for the
application’s uses or have an application pending with the Agency even if a product is
currel Yy registered by consulting the inert Web site and if the inert is not approved nor
has an application pending with the Agency, to obtain the necessary inert approval
prior to submitting an application to register a pesticide product containing that
inert ingredient. Some inert ingredients are no longer approved for food uses or certain
types of uses. ...e name and/or CAS number on a CSF must match the name and CAS
number on this web site. Simple typographical errors in the name or CAS number have
resulted in processing delays.

If an inert is not listed on the inert ingredient web site and the applicant bel” res that the
inert has been approved, the applicant should contact the Inert Ingredient Assessment
Branch (ITAB) at inertsbranchepa.gov and resolve the issue. Copies of'the
correspondence with IIAB resolving the issue should accompany the application. All
new inerts except PIP inerts are reviewed by IIAB. The ITAB should also be contacted
for any questions on what supporting data needs to be submitted for and the Agency’s
inert review process. Questions on PIP inerts should be directed to the Chief of
Microbial Pesticides Branch.

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF,
additional information such as an alternate name of the inert, CAS number or other
information must also be included to enable the Agency to determine if it has been
approved. Each component of an inert mixture (including a fragrance) must be
identified. In some cases, the supplier of the mixture or fragrance may need to provide
this information to the Agency. Prior to the Agency’s receipt of an application,
applicants must arrange with a proprietary mixture or fragrance supplier to provide the
component information to the Agency or promptly upon EPA’s request. If the inert
ingredients in a proprietary blend (including fragrances) cannot or are not identified or
provided within the 21-day content review period, the Agency will reject the application.

3
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During the 21 day content review, applicants should submit information to the individual
identified by the Agency when the applicant is informed ofan unapproved inert.

Unapproved Inerts Identified on CSFs

All applications except conventional new products and PIPs

Once an unapproved inert is identified on a CSF, the Agency will contact the
applicant with the following options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Provide the required information necessary to identify an inert approval
application that is pending with the Agency; or

3. Submit the information and data needed for the Agency to approve the
unapproved inert. If this option is selected and implemented, the Agency may
request an extension in the PRIA decision review timeframe to accommodate
the inert review/approval process;

4. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of these options is selected and implemented by the plicant within the
21 day content review period, the Agency will reject the application and retain

25% of the full fee of the category identified.

Conventional New Prodnt Aw=tinntine-

When the Registration Division identifies an unapproved inert on a CSF with an
application for a new product that the applicant has not identified as requiring an
inert approval (R300 or R301), it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the inert’s identity or CAS
number, providing documentation that the inert has been approved, or
removing the unapproved inert from the CSF or replacing it with one that is
approved for the application’s uses; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert, including any required petition to establish or amend a
tolerance or exemption from a tolerance. (This option may change the PRIA
category for the application, which could require a longer decision review
time and a larger fee. If additional fees are due, they must be received by the
Agency within the 21 day content review period.)

4



3. W 1d vthe application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21-day
content-review period, the Agency will reject the application and retain 25% of
the appropriate fee for the new product-inert approval category.

PIP Applications

When the Biopesticide and Pollution Prevention Division identifies an
unapproved inert on a PIP CSF and a request to approve the inert does not
accompany the application, it will contact the applicant with the following
options:

1. Correct the application by, for instance, correcting the spelling or name of the
inert to that in 40 CFR 174, or providing documentation that the inert has been
approved; or

2. Submit the information and data needed for the Agency to approve the
unapproved inert. If an inert ingredient tolerance exemption petition is
required, the petition must be received by the Agency and the B903 fee paid
within the 21 day period. Ifthis option is selected and implemented, the
Agency will discuss harmonizing the timeframe for both actions.

3. Withdraw the application (the Agency retains 25% of the full fee for the fee
category estimated); or

If none of the above options is selected and implemented during the 21 day
content review period, the Agency will reject the application and retain 25%. of
the fee.

B. A policy on documentation of offers to pay is still being developed, however, for a
me-too or fast track (similar/identical) new product, R300 or A530, an application
without the necessary authorizations of offers to pay will be placed into either R301 or
A531. The Agency recommends that authorizations of offers to pay be submitted with
other PRIA applications to avoid delays in the Agency’s decision.

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers

prior to submitting their application to the Agency. Documentation of such discussions
should be submitted with the study waiver.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

January 31, 2014

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-487223

EPA File Symbol or Registration Number: 62097-UE

Product Name: PROHEXADIONE CALCIUM TECHNICAL
EPA Receipt Date: 15-Jan-2014

EPA Company Number: 62097

Company Name: FINE AGROCHEMICALS, LTD

PATRICIA BIGGIO

SCIREG, INC.

FINE AGROCHEMICALS, LTD
12733 DIRECTOR'S LOOP
WOODBRIDGE, VA 22192-

SUBJECT: Receipt of Application and 50% Small Business Waiver Request
Dear Registrant:

The Office of Pesticide Programs has received your application, 50% small business
waiver request, and cerification of payment. If you submitted data with this application, the
results of the PRN-2011-3 screen will be communicated separately. During the administrative
screen, the Office of Pesticide Programs has determined that this Action is subject to a Pesticide
Registration Service Fee as defined in the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: R334
NEW PRODUCT:MUP OR END USE PRODUCT WITH UNREGISTERED SOURCE OF THE ACTIVE

INGR] [ENT:REQUIRES SCIENCE DATA REVIEW:NEW PHYSICAL FORM:SELECTIVE DATA CITATION;

Your request for waiver has been forwarded for review. You will be notified in writing when a
determination is made regarding your request. If your waiver request is approved, the decision
review time period will start on the date of approval. If your waiver request is denied, you will
receive an invoice for the outstanding balance. If you have any questions, please contact the
Pesticide Registration Service Fee Ombudsman at (703) 308-9362.

Sincerely,

> "7 -

Front End Processing Staff

Information Technology & Resources Management Division
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*Personal privacy information*

From: Martin Pritchard [martinp@fine.eu]

Sent: Tuesday, January 07, 2014 10:56 AM

To: Fred Smith

Cc: lain Watt

Subject: FW: Pay.gov Payment Confirmation: PRIA Service Fees
Hi Fred,

Receipt for the Prohexadione calcium submission below. Kudos submission fee to foltow.
Martin

Martin Pritchard

Director of Finance & Administration
Fine Agrochemicals Ltd

Tel: +44 1905 361800

Fax: +44 1905 361810

Direct: +44 1905 361814
martinp@fine.eu

The contents of this email and any attachments are strictly confidential and are intended solely for the attention and use of
the named addressee(s). If you are not the addressee(s), you are not authorised to, and must not disclose, copy,
distribute or retain this message without our prior written authority. If received in error, piease notify the sender
immediately or contact Fine Agrochemicals on the above number.

Please note that any views or opinions expressed in this email are solely those of the author and do not necessarily
represent those of Fine Agrochemicals Limited.

From: paygovadmin@mail.doc.twai.gov [mailto:paygovadmin@mail. doc.twai.gov]
Sent: 07 January 2014 15:55

To: Martin Pritchard

Subject: Pay.gov Payment Confirmation: PRIA Service Fees

Your payment has been submitted to Pay.gov and the details are below. If you have any questions or you wish to cancel
this payment, please contact Pay.gov Customer Service by phone at (800) 624-1373 or by email at
pay.gov.clev@clev.frb.org.

Anplication Name: PRIA Service Fees

. Jdy.gov Tracking ID: 25L...UVB

Agency Tracking |D: 74553326572
Transaction Type: Sale

Transaction Date: Jan 7, 2014 10:52:17 AM

Account Holder Name: Martin Pritchard
Transaction Amount: $9,446.50

Billing Address: ||| NI
Billing Address 2: |
City:

I
Zip/Postal Code: | NN

Country: GBR
Card Type: Visa
Card Numbey; *****+++**++x4280

Decision Number:
Registration Number: Prohexadione calcium Company Name: Fine Agrochemicals Ltd Company Number: 62097 Action
Code: R334
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fine

08 January 2014

To whom it may Concern

I, Julian Ward, the Managing Director of Fine Agrochemicals Lid. am authorized and have
personal knowledge sufficient to make this certification on behalf of Fine Agrochemicals Ltd. |
hereby certify under penalty of perjury that, since a fee reduction request of 5 April 2013, there
has been no change in the number of Fine Agrochemicals Ltd.'s employees, entities affiliated with
Fine Agrochemicals Ltd. or average gross global revenue from pesticides, including any such
revenue from affiliates and that the documentation submitted in connection with the request of 5
April 2013 remains true, compiete, and correct and remains valid.

Yours sincerely,

Julian Ward
Managing Director
Fine Agrochemicals Ltd.

FINE AGROCHFMICAL S LIMITED
Hill End House /. Futusgion
Worcester WR5 2RQ UK

T +44 1805 36.60u
F +44 1905 361810

E enquire@fine-agrochemicals.com
Haqere 2 Cifice HOZ0G Houds Watington Wamester Wit ARG VA1 Na. sz G0 3850 I Rogsteied 1t krglara 193702 www.f ne-agrochemicals.com
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Form Approved OMB No. 2070-0060

—— UNITED STATES ~ VIRONMENT, ~ PRO 'TION, 4
M Street, S.W.
WASHINGTON, D.C. 20460

i

Papci sruin neuuvuun At vouce:  1ne public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this coflection of information, including suggestions for reducing the burden to: Di.ector, JPPE
Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Nmer/File Svrabc.
Fine Agrochemicals Ltd., Hill End House, Whittington, Worcester WR5 2RQ, UK 62097-

Phone 011 44 1905 361800

Active Ingredient(s) and/or representative test compounds(s) Date

prohexadione-calcium / 6' :rﬂ n2o( L/
General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158) Product Name

Terrestrial food; terrestrial non-food Prohexadione Calcium Technical

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
be used for this purpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form I'am using the selective method of support (or cite-alf option
a list of companies sent offers of compensation (the Data matrix form E under the selective method), and have included with this form a
LJ should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION 1l GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

l:, | hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION Ili: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data Call-In response is supported by all data submitted or cited in the
application for reqistration, the form for reregistration, or the Data Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section 1, this application is supported by all data in the Agency’s files that {1) concern the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and
uses.

t certify that for each exclusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study: (d) the study is in the public literature; or (e} | have notified in writing the company that submitted the study and have
offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (i) to commence negotiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and wilt be submitted to the Agency upon reguest. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the reqistration of my product in conformity with
FIFRA.

| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Date Typed or Printed Name and Title

g@\d {}}}/m()f & a J70M Patricia Biaaio. Aaent (SciReg, Inc.)

Signature

CrA PO 027 0-34 (¥-97) Elecuonic ana Faper verswns avanauie. suwnm uiiy Faper version
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HeiReg, Inc,

Science and Regulatory Consultants

January 15,2014

Mr. Tony Kish

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive

Arlington, VA 22202

Re: New Product Registration Application
- Prohexadione Calcium Technical
- Fine Agrochemicals Ltd.

Dear Mr. Kish:

On behalf of Fine Agrochemicals Ltd., SciReg, Inc. is submitting a new product
registration application for Prohexadione Calcium Technical (PC Code 112600).
Prohexadione Calcium Technical is substantially similar to BASF’s K-1 Chemical
Prohexadione Calcium Manufacturing Use Product (EPA Reg. No. 7969-190).

In support of this application, Fine is submitting its own Group A product chemistry and
various waiver requests, and citing existing prohexadione-calcium data.

This regulatory action falls under PRIA Category R333 — New manufacturing-use
product; registered active ingredient; selective data citation. The corresponding PRIA fee
is $18,893 ($9.446.50 after Fine’s 50% fee reduction). Enclosed, please find a receipt of
payment and a PRIA certification statement.

If you have any questions regarding the application materials, please contact me at (703)
494-6500.

Sincerely,
Jotitin Ly
Patricia Biggio

Regulatory Specialist

Enclosures

12733 Director’s Loop, Woodbridge, VA 22192
Telephone: (703) 494-6500 Facsimile: (703) 492-6600
www.SciReg.com 146
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Submitter
Fine Agrochemicals Ltd. SciReg, Inc.*
Hill End House 12733 Directcr’s Loop
Whittington Woodbridge, vA 272192
Worcester WRS 2RQ
United Kingdom

*SciReg, Inc. is the authorized agent for Fine Agrochemicals Lid.

Regulatory action in support of which this package is submitted

Product Registration:
Prohexadione Calcium Technical

Transmittal Date

January 15. 2014
Contents

Volume | Administrative Materials

Volume 2 Product Identity and Composition, Description of Beginning Materials,
Description of Production Process, Discussion of the Formation of
Impurities, and Certified Limits (OPPTS 830.1550, 830.1600, 830.1620,
830.1670, and 830.1750)

Volume 3 Preliminary Analysis and Analytical Method (OPPTS 830.1700 and

830.1800)

Volume 4 Prohexadione Calcium Technical: Immunotoxicity Waiver Request
(OPPTS 870.7800)

Volume 5 Prohexadione Calcium Technical: Toxicology, Terrestrial and Aquatic

Nontarget Organism, Environmental Fate, and Post-Application Exposure
Waiver Requests (OPPTS 835.4200, 835.4300, 850.1010, 870.3200 and

875.2200)
Company Official: Patricia Biggio % &W
(/ — J7/
Company Name: SciReg, Inc.

Company Contact: Patricia Biggio (703) 494-6500
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‘ ar UNITED STATESE /IRONMENTAL PROTEC 1ON AGENCY
\ Y4 S | 4 | M Street, S.W.

Washington, D.C. 20460

Form Approved OMB No. 2070-(

Paperwork Reduction Ac. wuuce: he public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not

send the form to this address, |
DATA MATRIX
pate {§ IR 201 EPA Reg No /File Symbol 62097- Page 1 «
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
m,&zzt;ﬁ?{'!\gg”gw” Prohexadione Caicium Technical
United Kingdom
Ingredient Prohexadione-Calcium
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note
Fine Agrochemicals Ltd. OWN Submitted her
Fine Agrochemicals Ltd. OWN Submitted her
Fine Agrochemicals Ltd. OWN Submitted her
Fine Agrochemicals Ltd. OWN Submitted herein
Fine Agrochemicals Ltd. OWN Submitted he
Fine Agrochemicals Ltd. OWN Submitted he
Fine Agrochemicals Ltd. OWN Submitted herein |
BASF Corporation OLD L
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OLD 1
BASF Corporation OLD
BASF Corporation QoLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation oLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation oLD
BASF Corporation OoLD
Signature R . . Name and Title Date
/ ﬂ/f“, y/aa Patricia Biggio, Agent (SciReg, Inc.) /53]”]; ]

155



Form Approved OMB No. 2070-0(
n UNITE STATESEl IROI ENTALPR ECTION AGENCY
\"’EP/-\ 401 M Street, S.W.
\ shinc n,D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this coilection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460, Do n
send the form to this address.

\" MATRIX

Date /5 :;1"( 20¢ EPA Reg No./File Symbol 62097- Page 2 ¢

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington
Worcester WR5 2RQ
United Kingdom

Prohexadione Calcium Technical

Ingredient Prohexadione-Calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation PAY
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
3ASF Corporation OLD
BASF Corporation OLD
BASF Corporation oLD
BASF Corporation OoLD
BASF Corporation oLD
YASF Corporation OLD
JASF Corporation OoLD
JASF Corporation oLD
IASF Corporation OoLD
yASF Corporation OoLD

(X3
[ XXX R )
L
¢ o
(X RN N J

JASF Corporation OLD
Signature / . .« s Name and Title Date
it Aela Patricia Biggio, Agent (SciReg, Inc.) B3m2 ¢
L'A | 25 ﬂ/
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Form Approved OMB No. 2070-
o UNI' D STATES ENV O} ENTAL PROTECTIC AGENCY
V’EP/ - 401 M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460.
send the form to this address.

DAT MATRIX
Date lgjﬁﬁ 20(0{ EPA Reg No /File Symbol 62097- Page 3 of 7

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington
Worcester WR5 2RQ
United Kingdom

Prohexadione alcium Technical

ingredient Prohexadione-Calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

BASF Corporation oLD !
BASF Corporation OLD
BASF Corporation OLD
BASF Corporati OoLD
JASF Corporation OLD
JASF Corporation OLD
ASF Corporati OLD
BASF Corporation OoLD
BASF Corporation QoLD
Fine Agrochemicals Ltd. OWN |Submitted herein

Agricultural Han - Exposure (AHETF) PER
Agricultural Ree ' Task Force (ARTF)
Outdoor Reside | Exposure Task Force| PER

(ORETF) PER
AHETF PER

PER
ORETF PER
AHETF PER

PER
ORETF PER

Study required under
Registration Review;
GAP  [Fine will rely upon
these data when
submitted to EPA

PER
PER

S ature ’ . ~ . Name and Title Date
M éé!;;@ Patricia Biggio  jent (SciReg, Inc.) (S Tad 20/157




Form Approved OMB No. 207

n | UNITED STATESE v {T/" PROTECTION AGENCY
\"’E Y 401 ret, S.W.
lashi D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DA \ MATRIX
Date | 5 jﬂf*\ 20! Y EPA Reg No./File Symbol 62097- ., age 4 <
Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington . - . .
Worcester WR5 2RQ Prohexadione-Calcium Technical
United Kingdom
Ingredient Prohexadione-Calcium
Guideline Re:  nce Number Guideline Study Name MRID Number Submitter Status Note
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OLD
BASF Corporation OoLD
BASF Corporation OoLD
BASF Corporation OLD
Signawre -t - . Name and Title Date
_Q:ZM l‘g-/\/?x‘”ﬁ Patricia Biggio, Agent (SciReg, Inc.) /S—Jﬂﬂw
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Form Approved OMB No. 2070-(
£ UN E STATESEN ( INTAL PROTECTI( | AGENCY
\"’EPA M Street, S.W.
Washington, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration acuviues anu 0.25 hours per response for
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of
information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. Do not
send the form to this address.

DA A MATRIX

pate 157 TAR 20 4 EPA Reg No./File Symbol 62097- Page 7 of

Applicant's/Registrant's Name & Address Product
Fine Agrochemicals Ltd.
Hill End House, Whittington
Worcester WR5 2RQ
United Kingdom

Prohexadione Calcium Technical

Ingredient Prohexadione-Calcium

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note

BASF Corporation QLD

BASF Corporation PAY

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OoLD

BASF Corporation OLD

K.I. Chemicals USA Inc. PAY

BASF Corporation PAY

BASF C »oration OoLD

BASF Corporation OLD

BASF Corporation OLD

BASF Corporation OoLD

Spray Drift Task Force PAY

Spray Drift Task Force PAY

Signature ~n L Name and Title Date
@(W Patricia Biggio, Agent (SciReg, Inc.) /{'JM
NT
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To the extent consistent with applicable law: 1) FINE disclaims any liability whatsoever for
special, incidental or consequential damages resulting from the handling or use of this Product
and 2) FINE’s liability under this label shall be limited to the amount of the purchase price or, at
the election of FINE, the free replacement of the Product.

© Fine Agrochemicals Limited, Hill End House, Whittington, Worcester, WR5 2RQ,
United Kingdom

3 Jan. 8, 2014
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To the extent consistent with applicable law: 1) FINE disclaims any liability whatsoever for
special, incidental or consequential damages resulting from the handling or use of this Product
and 2) FINE's liability under this label shall be limited to the amount of the purchase price or, at
the election of FINE, the free replacement of the Product.

© Fine Agrochemicais Limited, Hill End House, Whittington, Worcester, WR5 2RQ,
United Kingdom

3 Jan. 8, 2014
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. rohexadione Ca.cium Technical

Plant growth regulator for manufacturing use only

Active Ingredient: Prohexadione calcium [calcium 3-oxido-5-0x0-4-

propionylcyclohex-3-enecarboxylate]....................cccoiiiiii e 94.44%
Other Ingredients:............................................ Ut 5.56%
Total: 100.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION
EPA Reg. No. 62097- EPA Est. No.
Net Contents:
Batch No.
FIRST AID
e Hold eye open and rinse slowly and gently with water for 15-20
minutes.
IF IN EYES ¢ Remove contact lenses, if present, after the first 5 minutes, then
contint rir ng
e Call a noison caontral center or dactor for treatment advica
e Take ott contaminated clothing.
ICI):LCC))NFF?;EI(EJ OR ¢ Rinse skin immediately with plenty of water for 15-20 minutes.

- NAll A mAaicaam; Aadambeal amwto e oo J--L,’r f()r fl’eatment adVlce

Have uiT pIvduLL LUIailier vl iduel willl you winen caling a poison conrtrol center or doctor, or
going for treatment. You may a 3 contact 1-800-858-7.. 3 (National Pesticide Information
Center) for emergency medical treatment information, 6:30 AM to 4:30 PM Pacific time (PT),
seven days a week.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION. Harmful if absorbed through the skin. Causes moderate eye irntation. Avoid contact
with skin, eyes, or clothing.

ENVIRONMENTAL HAZARDS
For terrestrial uses. Do not apply directly to water, to areas where surface water is present or
to . _ertidal areas below the mean high water mark. Do not contaminate water when disposing
of equipment washwaters or rinsate.

1 Jan. 8, 2014
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_ . DIRECTI( IS FOR USE
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

This product is to be used only for formulating end-use products for apples, grass grown for
seed, peanuts and sweet cherry. This product may also be used to formulate products for any
additional uses not listed on this label if the formulator, user group, or grower has complied
with U.S. EPA data submission requirements regarding the support of such use(s). Each
formulator is responsible for obtaining EPA registration of its end-use products.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

PESTICIDE STORAGE: Store in original container only. After partial use, close the container
tightly. Store in a secure place that is temperate and dry. Use spray and stock solutions within
24 hours. Immediate use is required if another component is added to the spray solution.
PESTICIDE DISPOSAL: Wastes resulting from the use of this product may be disposed of on
site or at an approved waste disposal facility.

[{for contair size § pounds or less} CONTAINER HANDLIN _. Non-refillable container. Do
not reuse or refill this container. Completely empty bag into application equipment. Then
dispose of empty bag in a sanitary landfill or by incineration, or, if allowed by state and local
authorities, by burning. If burned, stay out of smoke.]

[{for container size greater than 50 pounds} CONTAINER HANDLING: Non-refillable
container. Do not reuse or refill this container. Triple rinse container (or equivalent) promptly
after emptving. Triple rinse as follows: Empty the remaining contents into application
equipmer or a mix tank. Fill the container % full with water. Replace and tighten closures.
Tip container on its side and roll it back and forth, ensuring at least one complete revolution,
for 30 seconds. Stand the container on its end and tip it back and forth several times. Turn
the container over onto its other end and tip it back and forth several times. Empty the rinsate
into application equipment or a mix tank, or store rinsate for later use or disposal. Repeat this
procedure two more times. Then offer for recycling or reconditioning, if available, or puncture
and dispose of in a sanitary landfill, or incineration, or, if allowed by State and local authrities,
by burning. If burned, stay out of smoke.]

WARRANTY DISCLAIMER AND LIMITATION OF LIABIL.'TY
Fine Agrochemicals Limited ("FINE") warrants that this Product conforms to tlie speciticat.ons
on this label. To the extent consistent with applicable law, FINE makes no other warranties and
disclaims all other warranties, express or implied, including but not limited to warrantiss cf
merchantability and fitness for a particular purpose. No agent of FINE or any other person is
authorized to make any representation or warranty beyond those contained herein.

It is impossible to eliminate all risks associated with this Product. Plant injury, lack of
performance, or other unintended consequences may result because of factors such as
abnormal weather conditions, use of the Product other than in strict accordance with this

lat s instructions, presence of other materials, the manner of application or other factors, all
of which are beyond the control of FINE or the seller. To the extent consistent with applicable
law, all such risks shall be assumed by the Buyer.

2 Jan. 8, 2014
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To the extent consistent with applicable law: 1) FINE disclaims any liability whatsoever for
special, incidental or consequential damages resulting from the handling or use of this Product
and 2) FINE’s liability under this label shall be limited to the amount of the purchase price or, at
the election of FINE, the free replacement of the Product.

© Fine Agrochemicals Limited, Hill End House, Whittington, Worcester, WR5 2RQ,
United Kingdom

3 Jan. 8, 2014
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To the extent consistent with applicable law: 1) FIN™ disclaims any liability wha rer for
special, incidental or consequential damages resulting from the handling or use of this Product
and 2) FINE’s liability under this label shail be limited to the amount of the purchase price or, at
the election of FINE, the free replacement of the Product.

© Fine Agrochemicals Limited, Hill End House, Whittington, Worcester, WR5 2RQ,
United Kingdom

3 Jan. 8, 7714
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*Confidential Statement of Formula may be entitled to confidential treatment*
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